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(54) SINGLE LAYER SUGAR-COATED TABLET AND METHOD FOR PRODUCING THE SAME 

(57)Abstract: 

PROBLEM TO BE SOLVED: To provide a single layer sugar-coated tablet which does not need 
such a skill as required for ordinary sugar-coating processing and has very economxcally 
advantageous points such as the reduction in a sugar-coating material and the shortage of 
processing time, and to provide a method for producing the same. 

SOLUTION: The present invention relates to the single layer sugar coated tablet coated with a 
sugar coating liquid comprising 30 to 54 wt.% of a sugar. 2 to 10 wt.% of polyethylene glycol, and 
0.2 to 2.0 wt.% of polyvinyl pyrrolidone, and also to a method for producing the same. " 
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* NOTICES * 

JPO and NCI PI are not responsible for any 
damages caused by the use of this translation. 

1 This document has been translated by computer. So the translation may not reflect the original 
precisely. 

2.**** shows the word which can not be translated. 
3.1n the drawings, any words are not translated. 



CLAIMS 



[Claim(s)] 

[Claim 1] The monolayer sugar-coated tablet by which glycocalyx was carried out with the 
glycocalyx liquid containing 30 - 54 % of the weight of saccharides, 2 - 10 % of the weight of 
polyethylene glycols, and 0.2 - 2 % of the weight of polyvinyl pyrrolidones, 
[Claim 2] The monolayer sugar-coated tablet according to claim 1 with which glycocalyx liquid 
contains 35 - 45 % of the weight of saccharides, 3 - 5 % of the weight of polyethylene glycols, 
and 0.3 - 0.5 % of the weight of polyvinyl pyrrolidones. 

[Claim 3] Claim 1 in which glycocalyx liquid contains coloring matter further, or a monolayer 
sugar-coated tablet given in either of 2. 

[Claim 4] The monolayer sugar-coated tablet according to claim 1 to 3 with which glycocalyx 
liquid contains a calcium carbonate and talc further. 

[Claim 5] The monolayer sugar-coated tablet according to claim 1 to 4 whose saccharides are 
cane sugar. 

[Claim 6] The monolayer sugar-coated tablet according to claim 1 to 5 whose polyethylene 
glycol is average-molecular-weight about 7300 to 9300 thing. 

[Claim 7] The monolayer sugar-coated tablet according to claim 1 to 6 with which glycocalyx 
liquid contains moisture 30 to 33% of the weight. 

[Claim 8] The manufacture approach of the monolayer sugar-coated tablet characterized by 
carrying out the glycocalyx of the uncoated tablet with glycocalyx liquid according to claim 1 to 
7. 

[Claim 9] Glycocalyx liquid containing 30 - 54 % of the weight of saccharides, 2 - 10 % of the 
weight of polyethylene glycols, and 0.2 - 2 % of the weight of polyvinyl pyrrolidones. 



[Translation done.] 



http://www4.ipdl.ncipi.go.jp/cgi-bin/tran_web_cgi_ejye?u=http%3A%2F%2Fwww4.ipdl.... 2005/06/03 



JP.2002-068965A [DETAILED DESCRIPTION] 



1/6 



* NOTICES ♦ 

JPO and NCIPI are not responsible for any 
damages caused by the use of this translation. 

1 This document has been translated by computer. So the translation may not reflect the original 
precisely. 

2.**** shows the word which can not be translated. 
3.1n the drawings, any words are not translated. 



DETAILED DESCRIPTION 



[Detailed Description of the Invention] 
[0001] 

[Field of the Invention] This invention relates to the monolayer sugar-coated tablet by which 
glycocalyx was carried out with the single glycocalyx liquid of a specific presentation, and its 
manufacture approach. The monolayer sugar-coated tablet of this invention has the unnecessary 
engineer of skill which is required in the usual glycocalyx processing on the occasion of the 
manufacture since it is manufactured at one process using single glycocalyx liquid, and high skill 
level, and it is an economical very advantageous thing — moreover loss in quantity of a 
glycocalyx ingredient and compaction of floor to floor time can be aimed at. 
[0002] 

[Description of the Prior Art] Glycocalyx prepares the configuration of a glycocalyx-ed object, 
increases dampproofing, and it not only gives a fine sight, but it prevents deterioration of a 
glycocalyx-ed object, and is widely used for remedy pharmaceutical preparation for the object, 
such as making recipe easy. The conventional glycocalyx approach However, a lower credit 
process (sub-coating), an inside credit process (smoothing). Since two or more processes, such 
as (finishing) and a glazing process (polishing), are as required as a topping process (coloring) and 
a fitter, the floor to floor time of long duration is required, and those actuation takes skill. And it 
was the approach of cost requiring considerably as compared with other pharmaceutical 
preparation approaches that the glycocalyx liquid used in each process requires time and effort 
for its preparation and preservation since the presentations usually differ for every process etc. 
[0003] That is. in the manufacture approach of a common sugar-coated tablet, first, the 
glycocalyx liquid which coated the uncoated tablet with the glycocalyx liquid which uses a 
saccharide and an additive, and a binder as a principal component dozens times, gave the radius 
of circle to the part into which the tablet was square, then reduced the amount of an additive 
etc. in the inside credit process, and raised the concentration of a saccharide is coated with a 
lower credit process several times, and the front face of lower **** is smoothed at it. And after 
coloring by coating on it the glycocalyx liquid which contains coloring matter as a topping 
process if needed several times, it was made the smoothness suitable for carrying out glazing of 
the front face of a tablet like a fitter, and finally in the glazing process, waxes were sprinkled, 
gloss was given, and the sugar-coated tablet as a product has been obtained. 
[0004] Thus, generally the manufacture approach of a sugar-coated tablet has a complicated 
process, and some attempts which floor to floor time also tends to simplify a glycocalyx process 
from the former considerably for this reason, and are going to shorten floor to floor time are also 
proposed, for example, to JP,51-70808,A It is because the glycocalyx liquid which added and 
obtained the inorganic polymer matter which uses a montmorillonite as a principal component in 
the cane-sugar water solution is used. The glycocalyx approach with unnecessary sub-coating 
and/or smoothing is indicated. To JP,56-87518.A The manufacture approach of the thin layer 
sugar-coated tablet agent by which spray coating was carried out so that the glycocalyx liquid 
which suspended about 10 - 80% of the weight of talc to sugar might become about 9 - 40% to 
uncoated tablet weight is indicated. The manufacture approach of the film sugar-coated tablet 
which carries out glycocalyx to an uncoated tablet in direct film is indicated by JP,56-39287,B 
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using the glycocalyx liquid containing 10% of the weight or more of polyvinyl alcohol, about 35 or 
less % of the weight of a saccharide, and the adhesive lowering agent of optimum dose. However, 
since each glycocalyx layer obtained by these approaches is a thin layer, it cannot fully 
demonstrate the property as a sugar-coated tablet. Moreover, although the approach of carrying 
out glycocalyx with the glycocalyx liquid which contains in JP,9-1 75997,A the filler 5 which uses 
as a principal component the hydroxypropyl methylcellulose 1 which has a specific property - 4 
weight sections, and fines talc - 25 weight sections is indicated, this approach cannot be said for 
the glycocalyx liquid of the same presentation to be able to perform a bottom credit process and 
an inside credit process, a more nearly subsequent finisher cannot do glazing, and a process 
cannot be skipped. Furthermore, the glycocalyx approach by the **** method using the 
glycocalyx liquid containing 40 - 65 % of the weight of saccharides and 0.04 - 1 .6 % of the weight 
of surfactants is indicated by JP,7-1 7497,B. However, since the operating rate of a surfactant of 
the glycocalyx liquid used by this approach is low, the sugar-coated tablet obtained runs short of 
smoothness, and that gloss cannot be satisfied, either. 
[0005] 

[Problem(s) to be Solved by the Invention] The engineer of skill which is required in the usual 
glycocalyx processing, and high skill level is unnecessary, and, moreover, the object of this 
invention has aimed at loss in quantity of a glycocalyx ingredient and compaction officer to floor 
time to offer the monolayer sugar-coated tablet which can be used economical very 
advantageous, and its manufacture approach. 
[0006] 

[Means for Solving the Problem] When the glycocalyx liquid containing the saccharide, 
polyethylene glycol, and polyvinyl pyrrolidone of a specific rate was used, this invention persons 
could carry out like the lower credit process, the inside credit process, the topping process, and 
the fitter with 1 liquid, and, moreover, found out that a glazing process was also unnecessary. 
Moreover, although it was not easy to usually manufacture few coloring sugar-coated tablets of 
an irregular color, when using the glycocalyx liquid of this invention, it also found that few 
coloring sugar-coated tablets of an irregular color can be manufactured very easily. 
[0007] A deer is carried out. and according to this invention, the monolayer sugar-coated tablet 
by which glycocalyx was carried out with the glycocalyx liquid containing 30 - 54 % of the weight 
of saccharides, 2 - 1 0 % of the weight of polyethylene glycols, and 0.2 - 2 % of the weight of 
polyvinyl pyrrolidones is offered. 

[0008] Hereafter, the monolayer sugar-coated tablet and its manufacture approach of this 

invention are further explained to a detail. 

[0009] 

[Embodiment of the Invention] In this invention, as a saccharide used for glycocalyx liquid, for 
example, cane sugar, grape sugar, a lactose, sorbitol, mannite. xylite!, etc. can be met all 
together, and cane sugar are desirable also in especially inside. Generally concentration of the 
saccharide in the glycocalyx liquid used by this invention can be preferably made into 35 - 45% of 
the weight of within the limits 30 to 54% of the weight. 

[0010] A polyethylene glycol increases the spread nature of glycocaiyx liquid, and thickness of a 
coating layer is made into homogeneity, and it is used for the object of preventing adhesion on 
the pan of glycocalyx, and, generally about 1 500 - abbreviation 20000, and the polyethylene 
glycol that has especially average molecular weight in about 7300 - about 9300 within the limits 
are suitably used for average molecular weight Generally concentration of the polyethylene 
glycol in the glycocalyx liquid used by this invention can be preferably made into 3 - 5% of the 
weight of within the limits two to 10% of the weight. 

[001 1] In the glycocalyx liquid used by this invention, it is advantageous about 28000 - 
abbreviation 1 500000. and to be able to have especially the average molecular weight of 1 million 
- about 1500000 within the limits, and to use preferably the polyvinyl pyrrolidone used as a 
binder 0.2 to 2% of the weight to glycocalyx liquid by the concentration of 0.3 - 0.5% of the 
weight of within the limits generally. 

[0012] In addition, in addition to this, at least one sort, such as the additive usually used for this 
kind of glycocalyx liquid, for example, coloring matter, a calcium carbonate, talc, titanium oxide. 
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calcium phosphate, a calcium sulfate, a silicon dioxide, gelatin, a pullulan, gum arabic, 
hydroxypropylcellulose, hydroxypropyl methylcellulose. polyvinyl alcohol, a polypropylene glycol, 
and a polyoxyethylene polyoxypropylene glycol, especially a calcium carbonate, and talc can be 
blended with glycocalyx liquid if needed. Generally sum density of these additives can be 
preferably made into 15 - 30 % of the weight 40 or less % of the weight to glycocalyx liquid. 
[0013] If the glycocalyx liquid of this invention is used when it desires a coloring sugar-coated 
tablet as a sugar-coated tablet, few coloring sugar-coated tablets of an irregular color can be 
easily manufactured only by making glycocalyx optimum dose, in addition an uncoated tablet for 
desired coloring matter. 

[0014] In coloring glycocalyx processing, the topping layer which contains coloring matter 
between an inside credit layer and a finishing layer is usually prepared, and the coloring sugar- 
coated tablet is manufactured. However, in order to be easy to produce an irregular color for the 
thickness of a coloring layer not being enough etc. and to manufacture few coloring sugar- 
coated tablets of an irregular color, years of experience and advanced skill were required for the 
coloring sugar-coated tablet manufactured by the conventional approach. However, if the 
glycocalyx liquid of this invention is used, since few coloring sugar-coated tablets of an irregular 
color can be manufactured technical very easily only by adding desired coloring matter to it, this 
invention can be especially used advantageously in manufacture of a coloring sugar-coated 
tablet 

[0015] In the glycocalyx liquid used by this invention, although the operating rate of moisture is 
not restricted strictly, generally it can be preferably made into about 30 - 33% of the weight of 
concentration about 30 to 50% of the weight to glycocalyx liquid. 

[0016] The monolayer sugar-coated tablet of this invention can be manufactured by carrying out 
glycocalyx with the glycocalyx liquid of the presentation which described the uncoated tablet 
above in glycocalyx equipment. As glycocalyx equipment which can be used in that case, what is 
usually used at a glycocalyx processing process can be used similarly, for example, the coating 
pan of a pair mold or an onion mold, an aeration type coating pan, etc. can be mentioned. 
[0017] For example, when using bore the coating pan of 30cm of an onion mold, teaching an 
uncoated tablet to a coating pan and rotating a pan with 30 - 45rpm extent, it deals with the 
glycocalyx liquid of about 0.5 - 4% of the weight of an amount to an uncoated tablet per time, 
and sprays with law. a spray gun, etc., and actuation of blowing about 30-60-degree C air next, 
and making it dry is repeated about 20 to 50 times. Thereby, a monolayer sugar-coated tablet 
can be manufactured in about 3-8 hours. Furthermore, in a coloring sugar-coated tablet, if the 
glycocalyx liquid of this invention is used, even if it carries out glazing from bottom credit, and is 
1 liquid, it moreover deals even with a process to a surprising thing and it performs glycocalyx to 
it by law, few coloring sugar-coated tablets of an irregular color will be obtained. 
[0018] In this way, since a sugar-coated tablet can manufacture at one process according to 
this invention, the manufacture cannot take skill etc. but the effectiveness which was 
dramatically excellent economically can be done so — moreover loss in quantity of a glycocalyx 
ingredient and compaction of floor to floor time can be aimed at. 
[0019] 

[Example] Hereafter, an example, the example of a comparison, and the example of a trial explain 
this invention still more concretely. 

[0020] The example 1 cane-sugar 40 weight section, the polyvinyl-pyrrolidone (mean molecular 
weights 1 million-1 500000) 0.4 weight section, polyethylene glycol 6000 Coating was performed 
using the glycocalyx liquid which mixed and prepared 4 weight sections, the calcium-carbonate 
16 weight section, the talc 8 weight section, and the purified water 31.6 weight section. The 
glycocalyx liquid of 4-1 OmL was coated a total of 30 times every about 10 minutes, having put 
uncoated tablet about 10,000 locks with a weight of 55mg which consists of a lactose, corn 
starch, a polyvinyl pyrrolidone (average molecular weight 28000-34000), etc. into the stainless 
steel sugar manufacture clothes pan with a diameter of 30cm, and rotating by about 36 rpm. The 
sugar-coated tablet obtained as a result had the shape of an ellipse peculiar to a sugai^coated 
tablet, and that front face was the same appearance as the time of it being smooth, being glossy 
and carrying out polishing with a wax. 
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[0021] The example 2 cane-sugar 37.66 weight section, the polyvinyl-pyrrolidone (mean 
molecular weights 1 million-1 500000) 0.33 weight section, polyethylene glycol 6000 Coating was 
performed using the glycocalyx liquid which mixed and prepared the 4.18 weight sections, the 
calcium-carbonate 16.74 weight section, the talc 8.17 weight section, the food color red No. 102 
0.08 weight section, the food color red No. 3 0.17 weight section, and the purified water 32.67 
weight section. The glycocalyx liquid of 4-1 OmL was coated a total of 35 times every about 10 
minutes, having put uncoated tablet about 10,000 locks with a weight of 55mg which consists of 
a lactose, corn starch, a polyvinyl pyrrolidone (average molecular weight 28000-34000), etc. into 
the stainless steel sugar manufacture clothes pan with a diameter of 30cm, and rotating by about 
36 rpm. The red sugar-coated tablet obtained as a result had the shape of an ellipse peculiar to 
a sugar-coated tablet, and was the same appearance as the time of a front face being smooth, 
and there being no irregular color, and it being glossy, and carrying out polishing with a wax. 
Moreover, the irregular color decreased after the 15th coating and became extent which does 
not become a problem visually. 

[0022] The example 3 cane-sugar 40 weight section, the polyvinyl-pyrrolidone (mean molecular 
weights 1 million-1 500000) 0.4 weight section, polyethylene glycol 6000 Coating was performed 
using the glycocalyx liquid which mixed and prepared 4 weight sections, the calcium-carbonate 
1 6 weight section, the talc 8 weight section, the titanium oxide 0.5 weight section, the yellow iron 
sesquioxide 0.13 weight section, the iron sesquioxide 0.15 weight section, and the purified water 
30.82 weight section. The glycocalyx liquid of 4-1 OmL was coated a total of 35 times every 
about 10 minutes, having put uncoated tablet about 10,000 locks with a weight of 55mg which 
consists of a lactose, corn starch, a polyvinyl pyrrolidone (average molecular weight 28000- 
34000), etc. into the stainless steel sugar manufacture clothes pan with a diameter of 30cm, and 
rotating by about 36 rpm. The brown sugar-coated tablet obtained as a result had the shape of 
an ellipse peculiar to a sugar-coated tablet, and was the same appearance as the time of a front 
face being smooth, and there being no irregular color, and it being glossy, and carrying out 
polishing with a wax. 

[0023] The example 4 cane-sugar 37.6 weight section, the polyvinyl-pyrrolidone (mean molecular 
weights 1 million-1 500000) 0.37 weight section, polyethylene glycol 6000 Coating was performed 
using the glycocalyx liquid which mixed and prepared the 4.03 weight sections, the calcium- 
carbonate 1 6 weight section, the talc 8 weight section, the titanium oxide 0.5 weight section, the 
yellow iron sesquioxide 0.5 weight section, and the purified water 33 weight section. The 
glycocalyx liquid of 4-1 OmL was coated a total of 35 times every about 10 minutes, having put 
uncoated tablet about 1 0,000 locks with a weight of 55mg which consists of a lactose, com 
starch, a polyvinyl pyrrolidone (average molecular weight 28000-34000), etc. into the stainless 
steel sugar manufacture clothes pan with a diameter of 30cm, and rotating by about 36 rpm. The 
yellow sugar-coated tablet obtained as a result had the shape of an ellipse peculiar to a sugar- 
coated tablet and was the same appearance as the time of a front face being smooth, and there 
being no irregular color, and it being glossy, and carrying out polishing with a wax. 
[0024] The example 5 cane-sugar 30 weight section, the polyvinyl-pyrrolidone (mean molecular 
weights 1 million-1 500000) 2 weight section, polyethylene glycol 6000 Coating was performed 
using the glycocalyx liquid which mixed and prepared 5 weight sections, the calcium-carbonate 
20 weight section, the talc 10 weight section, and the purified water 33 weight section. The 
glycocalyx liquid of 4-1 OmL was coated a total of 25 times every about 10 minutes, having put 
uncoated tablet about 10.000 locks with a weight of 55mg which consists of a lactose, com 
starch, a polyvinyl pyrrolidone (average molecular weight 28000-34000), etc. into the stainless 
steel sugar manufacture clothes pan with a diameter of 30cm. and rotating by about 36 rpm. The 
sugar-coated tablet obtained as a result had the shape of an ellipse peculiar to a sugar-coated 
tablet, and was the same appearance as the time of a front face being smooth, and it being 
glossy, and carrying out polishing with a wax. 

[0025] The example 6 cane-sugar 54 weight section, the polyvinyl-pyrrolidone (mean molecular 
weights 1 million-1 500000) 0.6 weight section, polyethylene glycol 6000 Coating was performed 
using the glycocalyx liquid which mixed and prepared 2 weight sections, the calcium-carbonate 
10 weight section, the talc 5 weight section, and the purified water 28.4 weight section. The 
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glycocalyx liquid of 4--10mL was coated a total of 25 times every about 10 minutes, having put 
uncoated tablet about 10,000 locks with a weight of 55mg which consists of a lactose, corn 
starch, a polyvinyl pyrrolidone (average molecular weight 28000-34000). etc. into the stainless 
steel sugar manufacture clothes pan with a diameter of 30cm. and rotating by about 36 rpm. The 
sugar-coated tablet obtained as a result had the shape of an ellipse peculiar to a sugar-coated 
tablet, and was the same appearance as the time of a front face being smooth, and it being 
glossy, and carrying out polishing with a wax. 

[0026] The example 1 (manufacture of the red sugai^coated tablet according to a process 
conventionally) of a comparison 

After performing a lower credit process by making the glycocalyx liquid of this invention into 
lower the inside credit process, the topping process, and the fitter performed the glazing 
process with the glycocalyx liquid of the usual presentation. The concrete approach Is as follows. 

[0027] The cane-sugar 37.60 weight section, the polyvlnyl-pyrrolidone (average molecular weight 
1 million-1 500000) 0.37 weight section. Polyethylene glycol 6000 The 4.17 weight sections, the 
calcium-carbonate 16.70 weight section, Lower which mixed and prepared the talc 8.16 
weight section and the purified water 33.00 weight section, **** while mixing and preparing the 
cane-sugar 67 weight section and the purified water 33 weight section, The topping liquid which 
mixed and prepared the cane-sugar 57.24 weight section, the food color red No. 102 0.88 weight 
section, the food color red No. 3 1 .79 weight section, and the purified water 40.09 weight section 
is used. The fitter performed two coatings using 30 lower credit processes, three inside credit 
processes, six topping processes, and topping liquid on the same conditions as an example 1. 
Furthermore, glazing was performed using a carnauba wax and yellow bees wax, and the red 
sugar-coated tablet was obtained. 

[0028] The example 2 (manufacture of the brown sugar-coated tablet according to a process 
conventionally) of a comparison 

In the topping process of the example 1 of a comparison, except using the yellow iron 
sesquioxide 0.60 weight section and the iron sesquioxide 0.68 weight section Instead of the food 
color red No. 102 and the food color red No. 3, it was operated like the example 1 of a 
comparison, and the brown sugar-coated tablet was obtained. 

The example 3 (manufacture of the yellow sugar-coated tablet according to a process 
conventionally) of a comparison 

In the topping process of the example 1 of a comparison, except using the yellow iron 
sesquioxide 3.24 weight section instead of the food color red No. 102 and the food color red No. 
3. it was operated like the example 1 of a comparison, and the yellow sugar-coated tablet was 
obtained. About the coloring sugar-coated tablet of this invention obtained in the above 
examples 2-4, and the coloring sugar-coated tablet according to a process conventionally which 
was obtained in the examples 1-3 of a comparison, the measurement result about the relative 
standard deviation (WCV) and the irregular color of sugar-coated tablet weight was performed. 
The measuring method of WCV: The weight of each lock was measured about sugar-coated 
tablet 10 lock, and WCV was calculated from the following formula. 

[0029] The measuring method of WCV(%) = standard deviation / average XI 00 irregular color: 
Measurement of an irregular color was performed according to the approach of 59 pharmaceutics 
and a 43-50 pages (1999) publication. That is, the lightness (L* value) and saturation (a* value, 
b* value) of a center section of each lock were measured using the color difference meter about 
sugar-coated tablet 6 lock, and the irregular color (deltaE) was searched for from the following 
formula. 
[0030] 

deltaE=[(deltaL*) 2+(deltaa*) 2+(deltab*)2] 1/2 — these measurement results are shown in the 
following table 1 . 
[0031] 
[A table 1] 
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[0032] As compared with the sugar-coated tablet manufactured by the conventional method, the 
sugar-coated tablet of this invention had little tablet weight dispersion, and there were also few 
Irregular colors so that clearly from a table 1 . 



[Translation done.] 
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